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3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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DETAILED ACTION 

Claims 1-6 are currently pending in the instant application. 

I. Priority 

The instant application is a 371 of PCT/US03/40370, filed on December 19, 2003 
which claims benefit of US Provisional Application 60/436,385, filed on December 23, 
2002. 

II. Information Disclosure Statement 

The information disclosure statements (IDS) submitted on January 27, 2006 and 
August 15, 2007 are in partial compliance with the provisions of 37 CFR 1 .97 for 
missing copies of non-patent literature references and missing English translations of 
non-patent literature references. Accordingly, the information disclosure statements 
have been partially considered by the examiner. 

III. Restriction/Election 

A. Election: Applicant's Response 

Applicants' election without traverse of Group I in the reply filed on April 
15, 2008 is acknowledged. 

Subject matter not encompassed by elected Group I are withdrawn from further 
consideration pursuant to 37 CFR 1 .142 (b), as being drawn to nonelected inventions. 
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Claim Rejections - 35 USC §112, 1 st paragraph 

The following is a quotation of the first paragraph of35U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 



Claims 1-4 are rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for a method of making a (hydroxyalkyl)indazole as 
defined in claim 3 does not reasonably provide enablement for making any 1- 
alkylindazole. The specification does not enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make the invention commensurate 
in scope with these claims. 

As stated in the MPEP 2164.01 (a), "There are many factors to be considered 
when determining whether there is sufficient evidence to support a determination that a 
disclosure does not satisfy the enablement requirement and whether any necessary 
experimentation is "undue." 

In In re Wands , 8 USPQ2d 1400 (1988), factors to be considered in determining 
whether a disclosure meets the enablement requirement of 35 U.S.C. 1 1 2, first 
paragraph, have need described. They are: 

1 . the nature of the invention, 

2. the state of the prior art, 

3. the predictability or lack thereof in the art, 

4. the amount of direction or guidance present, 

5. the presence or absence of working examples, 

6. the breadth of the claims, 

7. the quantity of experimentation needed, and 
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8. the level of the skill in the art. 
In the instant case 

The nature of the invention 

The nature of the invention is a method of making a (hydroxyalkyl)indazole of the 
formula in claim 3 and as defined in claim 3. 

The amount of direction or guidance present and the presence or absence of 
working examples 

The specification provides minimal working examples of how to prepare the 
claimed invention. Applicants have only disclosed one example of how to prepare the 
claimed invention on pages 9-10. The example is for preparing a (hydroxyalkyl)indazole 
compound. It does not provide direction for the preparation of all 1-alkylindazoles. 
Since the chemical moieties encompassed by these terms are variable in reactivity, it 
cannot be said with absolute certainty such compound can be prepared through the 
same route as compounds of formula as represented in claim 3. 

The breadth of the claims 

The breadth of the claims is broader than the disclosure, specifically, the instant 
claims includes a method of preparing any 1-alkylindazole. Thus, multiple derivatives 
of 1-alkylindazole having various functional groups and chemical reactivity are 
encompassed by the instant claims. However, the specification only provides evidence 
for compounds of the formula represented in claim 3 and does not provide examples of 
other types of 1-alkylndazole compounds. 
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The quantity of experimentation needed and the level of the skill in the art 

While the level of the skill in the pharmaceutical art is high, the quantity of 
experimentation needed is undue experimentation. One of skill in the art would need to 
prepare compounds with both similar and different structural radicals without any 
direction as to what structural radical is needed. 

The level of skill in the art is high without showing or guidance as to how to make 
all 1-alkylindazole compound other than 1-(hydroxyalkyl)indazole and it would require 
undue experimentation to figure out the starting materials, solvents, temperatures and 
reaction times that would provide any 1-alkylindazole compound 

In consideration of each of the above factors, it is apparent that undue 
experimentation because of variability in prediction of outcome that is not addressed by 
the present application disclosure, examples, teaching and guidance presented. Absent 
factual data to the contrary, the amount and level of experimentation needed is undue. 

To overcome this objection, Applicant should submit an amendment narrowing 
the scope of the claimed invention to a method of making a 1-(hydroxyalkyl)indazole.. 

V. Conclusion 

Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Shawquia Young whose telephone number is 571- 
272-9043. The examiner can normally be reached on 7:00 AM-3:30PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
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supervisor, Joseph M s Kane can be reached on 571-272-0699. The fax phone number 

for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 

Patent Application Information Retrieval (PAIR) system. Status information for 

published applications may be obtained from either Private PAIR or Public PAIR. 

Status information for unpublished applications is available through Private PAIR only. 

For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 

you have questions on access to the Private PAIR system, contact the Electronic 

Business Center (EBC) at 866-217-9197 (toll-free). 

/Shawquia Young/ 
Examiner, Art Unit 1626 



/Kamal ASaeed, Ph.D./ 
Primary Examiner, Art Unit 1626 



